Package Leafler Information far the user

Flixotide
Accuhaler

50 micregrams,

108 mcrograms,
250 micragrams,
508 micragrams

fluticasone propionate

Read all af this leaflet carefully befare
you start taking this medidne becauss it
rontains Impartant information for you.

+ Keep this leaflet. You may need to read
itagain.

+  Hyou have any further questions, agk

your dacted, purse of phanmadst

This medithne has been presgidzed for

you oily. Do not pass it to others it

may harm them, even if their signs of

ifiness are the tame as yours,

I you get any side affects, talk to

your docto, nusse ar pharmacist. This

includes amy possibile side effects not

listed In this leaflet See sectich 4.

What ks in thit leaflot:

Vinat Flixotide & and what It is used for
What you need to know before you use
Fixotida

How to uge Flixotide

Fossitle side efiec

How {9 store Fixotide

Cantents of the pack and other
information

[

o b

i

Elixotide Accihaler is 2 plastic inhaler device containing a foif strip with
28 or 60 blisters. Exch Blister contains §0, 109, 250 ar 500 micrograms of
the active ingredient flutizasone propionate.

Fiuticasene propiorate belongs to # group of medicines ealled
corticosteroids (often just called stersids). A very small dose of steraid is
]['ilﬂﬁ‘d wehen 1tis Iehaled. This is becouze it s Inhaled straigit 1o your
Urgs.

Flixatide warks by reduting swielling and irrtation in the fungs. They kave
wihiat b talled an “antidsllammataty aion”,

Flixotide heips to prevent asshma attacks in people whe meed regulae
reatment. This /& why they are sometimes calied ‘preventers’, They need
1o be uted regulatly, every day.

Fixotide vl nat hep treat shdden asthma attacks where you feal
breathless,

» Adkfferent medicine is used for treating sudden attacks {called a ‘reiever’),
» fyou have mere than one medidne, be careful not to confuse them.

Do ot use Flixotide:

» Hyeu are 2lergic to futicatane propionate of any of the other Ingredionts.
of thi Ested in Section 6 fncluding which containg small
ameunts of mi¥k-protein).

Do rot Lot Flixotide if ary of the above applies to you. If you are nat sure,

tatk to your dottar, putse or phamscist before using Flixotide.

Véamnlngs and precautions

Tolk te your decter, purse or pharmacist before taking Flixetide it

+ you have ever bzen treated for wheiculosis {TB)

* yuu ate using Flixtide 8t the same ime 25 taking steroid tablets. Also
ifyou kave Just finished taking steecid tablets. Inbath cases, you should
carry a stetoid wamlng cand until your dectar tells you nat tocarry one

1y find your relieves medidine I3 hot werking a5 well a5 before, of you

reed to takn more than useal go and see your docter

I your breathing suddenly gets worse, this can be ie-threatering so seek

tmedical advice Urgently,

Contaatyour doctor if you expedance Blamed vision of sthes visual dismwrbances

I i are niat suee if any of the above applies to yau, talk ta your dactr

or pharmacist before uring Flixotida,

Other medicines and Fllxotide

Telk your dactor, nurse or pharmacist f you are taking, have recantly taken

o7 migkt take any ethet medidiney, induding medidhes obtained without

a presaription. This indudes herbal medidines Remeemier 1o take this

medicine with you if you have to go inta hospital

in particutar te!] your dacter ez phanmasist ff you are taling any of the folleaing

= a type of antivizal medicine knovn as 3 ‘protease Inkhor {sikh as
ritanzvir} of cobistat containing products which may ingease the elferts
of Tuticascne propicnate, Your doctor may wish tomanitsr you carefully H
you zre taking these medicines.

+ wedignes used to treat fungst infectiors (such 3 ketotonatole)

IFyou are not sure if any of the abave applies to you, 1alk to your dodar

or pharmacist befara using Flixotide,

Using Flixatide with food and drink

You can ise Flizotide at any time of day, with or without food,

Pregnancy and breast-feeding

H you are pregnant or are breast-feeding, think you may be pregrant o

planning to have a haby, ask your doctar for advice b:afﬁ!e aking this

miedicine.

Briving and using machines

Flixatide is net likely to affect yau being able to diive or use any tools o

miathlhes.

Flixotide contains factose

Fliaotide contalns lettose (@ typa of sugar). Hyou have boen teld by your

dattor that you <ahhot tolerale of di estsomes;ﬁ‘ars (have an inloletance

10 56T 5ugan). 12k to your doctor before using this meditine.

Fruntide comes in foor different swengths. Your dentot wil kave dedded
vililch strength yeu need. Ahvays use this medicine exactly as your doctar
haz tald you. Check with your doctor natse of pharmacist if you are not suee,

Uslng this meditine

Tha medidine in Filatide shotld he fnhaled using a special kind of inhaler

calied an Atcuhaler

+ Make sure that you have one and can use it properly

= instructiens on Fow 10 use the inkaler are given as a siep-by-step guide

* You may nat be able to 1aste or feel the poeder on your tongue, even [T
you have taken € correctly

« It takes a few days for this mediclpe ta werk and 1t s very
impartant that you use It regularly

Adults and hildren over 16 yaars of age
Niid asthma
= The usual starting doze 5 300 migegrams teite 3 day

Moderate to severe asthma
+ The usual staning dose is 250 1o S0E micrograms twice a day
+ The mvest taken shauld be 1 000 micrgrams teice a day

Children [4 to 36 years of age)

+ The ugual starting doce is S micrograms twice a day

+ Tha moit taken should be 209 miuregrams teice a cay

Flxatide Acauhalet 250 micrograms afd Flixotide Actubialer S99 microgtams
are hot recotmimended for thikiren 16 years and undet

it s recommended that children belng treated wiith steroids, induding
Flixoifde Azcehaler have thelr befght chedked regularly by thelr doctor,
Your doctor may give yau a Flixotde Accuhaler of 2 higher strength if your
dose isincreased.

if you ate uslng high doses of an inhated sterald for a leng time
you may sometimes need extra stereids for example during
stressful drcumstances such as a road traffic accident ar befare

an operatian, Your dactar may decide ta give you extra sterald
medicines durng thls time,

Patlents who have bezn oo high doses of steroids, inchiding
Flixotide Accuhaler for a long time, must aot stop taking their
medicne suddenly without tafking to thelr doctar. Suddenly
3topping treatment can make you feel unviel! and may cause
aymptems such as vemitihg, drowsliess, naussa, keadache,
tiredness, lass of appetite, fovr bloed stgar bevel end fiting.

Instructions for use

 Your dogtor, purse or pharreacist should show you how o use your
jnhater They shoutd check how you ese it from time to time, Not using
the Flixotide Accuhaler gmgpearly or a< prascribed may mean that it will
not heip your asthma as i shoutd,

» The Acceha’er is providzed 1n 2 sealed foff wrapper. The wrapger provides
protection from maistuta and should enly ke opened when you are
ready to use it for the first fime. Once openied the fail wiapper should
be discarded.

» The Azcuhaler davice holds Eisters cantaining Flixotida a5 3 powder.

= Thate Is 3 countzr o top of the Aceuhaler whidh tel's you how many
dnses are feft. 1t counts dewn to 0. The numbers 5 to Gwilt appear th
red to wam yau when there are ooly 2 fv dases left, Bnee the counter
shovss 0, yourinkaler is empty,

Do nat use your inhater mare olten than the dectar to'd you to. Tell your

doctar I your medidne doas not seem to be working as ell 25 usval as

your chest preblem mzy ba getting vicese ard you may need a different
meditine.

Your doctor shay have teld you (o take mete than this &5 an emergency

teatment if yaur wheazitig of breathing qeis very bad. [t s very impartant

that you kzep 1o your docor’s Instructins as to how many blisters to take
and how ofien te use youd Inkaler,

Uslng yaur inbaler

feside the carton, yaur Accubaler is provided in 2 eealed foil
wiapper To open this wiappes, teat along the Jagged edge,
then remave the Accuhiater, and throw the wrapper away.
¥ yeu have trouble teating the foll do not use fdssons or any
other shamp objects as yeu may harm yourself or the Accuhaler,
Ak somenne to kelp you.

Ta open your Accuhialer, hold the

guter case In one hand and pat
the thumb of yeur other bend on the
thumbgrip. Push your thumb away
from you as far 25 itwill ga. You will
hear & dick.
‘This will epen a small hols in the
mouthplece.

Hald your Accuhaler with the
nagthpiece towratds you. You can
Ficld it in either your fight of keft hard.
Slide the lever ewzy fom you as far
a5 [t vill go. You will bear a dick. This
places a dose of your medicine in the
Imouthpleta.
The dese counter counts down by 1t
confum.
If the dose counter does 7ot count down as you kear the
“click”, the Inhater will pot deliver medicine. Take it back 10
yeur Sharmaclst far advlee.
Every time the lever |s pufled back & blister Is opened Inside and
the paveder made ready for you te Inhale. Do not play with the
lever 35 this opens the blkters and wastes medidne

#Hzald the Acevhaler avay frem your mouth, breathe cut as
far ag is comfettzhle. Do nat breathe into your Arcuhaler
Da not breaths in agein yet

Purt the mowthpiece 10 your

Eps; beeahe in steadily and
deeply theough the Accubaler with
yaut meauth, rot through yeut nase.
Resnova the Acubaler from your
mouth Hold your breath for about
$0secords of for as feng as is
comlortatie. Breathe qut slowdy.

To clase the Aucuhaley, slide the
thumbgrip back tewards you, a3
far s it wilk go. You will hear a dick
The lever wilk retum to it original
posltion and is reset.
Your Accehater & now redy fof you te
use 2gqaln.
Afterwards, rinse your mouth with
wiater and spit it our




Cleanlng your Accuhaler
Wipe the mowthpiecs of the Accuhales with a dry tissue 1o elean it

If you use mare Flixotide than you shoutd

I you usa mere than you should, takk to your doctar as soon as possikle.

Itis impertant that yeu take your dose 25 stated on the pharmazist's lzbel
ar as zdvived by your doctor. You sheuld not inarease or decrease your
dase without seeking medical advice.

if you forget to use Flixotide
» Take (e pzxt dose when it is due,
= Do riot take a double dose ta make up for the forgstten dose,

1§ you step using Filxotlde

« Do nat stop treatment even if you fee! beiter unless told to do so by
yOur gortar.

#yzu have any further questions on the use of ths medicine, ask your

doctor, nurse or phammadst

Like ali meditines, this medicine can cause side effeats, although not

evetybody gets them,

H yau notice any of the follawing serious side effects, stop using

this medidne ard talk to your doctor straight away. You may need

uigent medical treatment,

= 2lergic reations (may affect up ta 1 in 100 puple} —the signs incluce
skin raches, rednecs, itching or wealt fie nest'e rash or hives

» severe altergic reactions {may affect up te 1 in 10,000 people) - the
signs inglud sweliing of your face, ling, mewh, tergue of throat which
tmay cause difficulty In swallewing et breathing, itchy rash, feeting faint
and light headed and collape

» your breathing or wheering gets werse straight aftef using yout Inkler

Othes side efects indoda:

Very comman (may alfect mare than § in 10 peapls}

» thrush In the mouth and throat

Commen {may affectup ta ¥ in 10 people)

= sate tehgle of thtaat

= hoarseness of valee

Preblems with your mauth znd throat tan ba reduced by doing certaln

things straight 2fter inhsling your dose, These are brushing your teeth,

rinstng your mouth or gargs mF with water and spitting It out. Tell your
doctar if you have these problems with your meuth of throat butdo not

stop reatment unless you are tofd 1o,

The follewirg side effects have also been reportad in patients with

Chronic Costructive Pulmenary Disease {COPD):

* Preumania (lung infection]. Tell your decter if you notice any of the
fellowing symptoms; inceased sputum produciion, changs In sputum
oot fever, chils, Increased ouugh. inczeased breathing problems

* Bruising

Rare {may affec up te 1 in 1,080 pecple)

« thrush leantdidiasis] in the cesophagus

Very 1are {may affectup 1o 1 in 16,000 people)

« sleeping problems ot fecling worried, over-exdled and iritable. These
effects are more likely to occur in children

« [oint palrs

« Indigestion

« leve] of sugar {glucese) i yeur Hood may be increased

» the way steralds are preduced by your body may ba affected when
using FHlixotide This is mare lively 1o happenif you use high deses for 3
fang periad of time. Tis tan tause:

- ¢hlideen ard young peaple to geowy more stowly

- something catied “Cushing's syndrome’, This hagpens when yau have
1o0 much stercid in your bedy and it can cause thinniag of your
bones and eye problems {such as cataracts ard glavcema which is
high prescure In the eye)

Your docter will hefp stop this happening by making sure you use the

fowest dose of steroit which controls yaur symptoms.

Although the frequency s not krovin, the following side effects may also

et

+ depression, feeling restiess o7 nervous. These efferts are mare Fkafy o
oecur in childen

+ nosebleeds

+ Blurred vision

Talk {2 your dactar a3 reon as passlble if:

+ after 7 days of using Flixotide yaur shortness of breath of wheazing
does ot et bettey, of gets vorse

+ you ar your ckeld is on high doses of inhaled steroid and became
unwell with vague symptoms such a5 tummy ache, sickness, diatthoea,
headathe or diewsiness. This @n happen duting 2n Infedtion suth a5 a
wrak infecticn of stemach upset. tis imponam that yaur stercid is nat
stopped suddenly a5 this could make your asthma worse and could afsa
cause problems with the body's hormonas

Reporting of slde effects

1y get any vide elfects, talk 1o your doctor, pharmadst o nuse.

This ineludes arry pazsible side effetts not listed in this leaflel. You

«an also report side effects direcyly via the Yellsw Card Scheme st

vaver i govaukfyetioweand or search fur MHRA Yellow Card In the

Gocgle Play or Apple App Stere.

By reparting side eflects you can help pravida moee infarmation on the

safety of this medicine.

« Store in a dry place to protect from moksture,

« Keep this medicine aut of the sight and reach of children.

« Do not store sbove 30°C,

« Store the Atcuhaler in the foil wrapper until you are feady to use it for
the first tizne, Oncz opened, the foil wiapper should be discarded.

* Da not use this medicne alter the expiry date which (s stated en the
carten after EXF, The expiry date refers 1o the last day of that menth,

+ Do ot throw away any meditines via wasiewater of household wasta,
Ask your pharmadist how ta thiow away medidnes yau ne longer use.
These measures vwill he'p pratect the environiment

What Filxotide contalns

» The active substance i fulicasare propicnate

* The othet Ingredient [s lactose

What Fiixotide fooks fike and cantents of the padk

Tha plastic Accuhaler device is provided In o seatec foil wrapper. The
Accuhaler contains foil swips with tisters which cantain fluticasane
propianate and lactese. The biisters prote ot the pewder for inhalation
from the efiens of the atmasphere.

Each bister contains. 10

502 micrograms Ruticasane pmpma;e_ and lactese vuﬂrh atts as the‘carler’
‘The 50, 100, 250 oz 500 micrograms Hixatide pads cantain shety bllsters,
The devite has a countet which tells you the sumber of bisters reraining.
It courmts dowrs from 60 to 0. To show when the last five blisters have
been reached, the numbsrs appear in red.When the counter shows 0, your
inhaler is empty and should be disposed of,
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Other formats:
Tolisten to or request a capy of this leafiet h Braille, targe prnt of audio
please cll free of charge:

0300 198 5002 (UK Onily}

Please be ready to give the following infermation:

Product name Flixotlde 50
Flixotide 100
Fllxatide 250
Flixotide 500

Refesence numbers 102430226
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